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notice will state the issue to be
reviewed, the form of review to be used,
the persons who may participate in the
review, the time and place where the
review will occur, and other details.

Petitioners may, at any time on or
before November 25, 1996, file with the
Dockets Management Branch (address
above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this
document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: September 20, 1996.
Joseph A. Levitt,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 96–27202 Filed 10–23–96; 8:45 am]
BILLING CODE 4160–01–F

Advisory Committees; Notice of
Meetings

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: This notice announces
forthcoming meetings of public advisory
committees of the Food and Drug
Administration (FDA). This notice also
summarizes the procedures for the
meetings and methods by which
interested persons may participate in
open public hearings before FDA’s
advisory committees.

FDA has established an Advisory
Committee Information Hotline (the
hotline) using a voice-mail telephone
system. The hotline provides the public
with access to the most current
information on FDA advisory committee
meetings. The advisory committee
hotline, which will disseminate current
information and information updates,
can be accessed by dialing 1–800–741–
8138 or 301–443–0572. Each advisory
committee is assigned a 5-digit number.
This 5-digit number will appear in each
individual notice of meeting. The
hotline will enable the public to obtain
information about a particular advisory
committee by using the committee’s 5-
digit number. Information in the hotline
is preliminary and may change before a
meeting is actually held. The hotline

will be updated when such changes are
made.
MEETINGS: The following advisory
committee meetings are announced:

Gastrointestinal Drugs Advisory
Committee

Date, time, and place. November 4
and 5, 1996, 9 a.m., Holiday Inn—
Bethesda, Versailles Ballrooms I and II,
8120 Wisconsin Ave., Bethesda, MD.

Type of meeting and contact person.
Open public hearing, November 4, 1996,
9 a.m. to 10 a.m., unless public
participation does not last that long;
open committee discussion, 10 a.m. to
5 p.m.; open committee discussion,
November 5, 1996, 9 a.m. to 5 p.m.; Joan
C. Standaert (HFD–180), 419–259–6211,
or Mae Brooks (HFD–21), 301–443–
5455, Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, or FDA Advisory
Committee Information Hotline, 1–800–
741–8138 (301–443–0572 in the
Washington, DC area), Gastrointestinal
Drugs Advisory Committee, code 12538.
Please call the hotline for information
concerning any possible changes.

General function of the committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational human
drugs for use in gastrointestinal
diseases.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before October 28, 1996,
and submit a brief statement of the
general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time required to make their
comments.

Open committee discussion. On
November 4, 1996, the committee will
discuss data concerning the safety of
long-term antisecretory therapy in
patients with Helicobacter pylori; new
drug application (NDA) 19–810,
Prilosec (omeprazole, Astra Merck),
delayed release capsules; and NDA 20–
406, Prevacid (lansoprazole, TAP
Holding Co.), delayed release capsules.
On November 5, 1996, the committee
will discuss NDA 20–675
(ureodeoxycholic acid, Axcan Pharma),
for the treatment of patients with
primary biliary cirrhosis.

FDA regrets that it was unable to
publish this notice 15 days prior to the
Gastrointestinal Drugs Advisory

Committee meeting. Because the agency
believes there is some urgency to bring
these issues to public discussion and
qualified members of the
Gastrointestinal Drugs Advisory
Committee were available at this time,
the Commissioner concluded that it was
in the public interest to hold this
meeting even if there was not sufficient
time for the customary 15-day public
notice.

Peripheral and Central Nervous
System Drugs Advisory Committee

Date, time, and place. November 15,
1996, 8:30 a.m., Holiday Inn—
Gaithersburg, Ballroom, Two
Montgomery Village Ave., Gaithersburg,
MD.

Type of meeting and contact person.
Open committee discussion, 8:30 a.m. to
1 p.m.; open public hearing, 1 p.m. to
2 p.m., unless public participation does
not last that long; open committee
discussion, 2 p.m. to 5 p.m.; Ermona B.
McGoodwin or Danyiel A. D’Antonio,
Center for Drug Evaluation and Research
(HFD–21), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–443–5455, or
FDA Advisory Committee Information
Hotline, 1–800–741–8138 (301–443–
0572 in the Washington, DC area),
Peripheral and Central Nervous System
Drugs Advisory Committee, code 12543.
Please call the hotline for information
concerning any possible changes.

General function of the committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational human
drugs for use in neurological disease

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before November 8,
1996, and submit a brief statement of
the general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time required to make their
comments.

Open committee discussion. The
committee will discuss the safety and
effectiveness of NDA 20–648, Diastat
(diazepam emulsion, Athena
Neurosciences, Inc.), as a treatment for
acute repetitive seizures.

FDA public advisory committee
meetings may have as many as four
separable portions: (1) An open public
hearing, (2) an open committee
discussion, (3) a closed presentation of
data, and (4) a closed committee
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deliberation. Every advisory committee
meeting shall have an open public
hearing portion. Whether or not it also
includes any of the other three portions
will depend upon the specific meeting
involved. There are no closed portions
for the meetings announced in this
notice. The dates and times reserved for
the open portions of each committee
meeting are listed above.

The open public hearing portion of
the meeting(s) shall be at least 1 hour
long unless public participation does
not last that long. It is emphasized,
however, that the 1 hour time limit for
an open public hearing represents a
minimum rather than a maximum time
for public participation, and an open
public hearing may last for whatever
longer period the committee
chairperson determines will facilitate
the committee’s work.

Public hearings are subject to FDA’s
guideline (subpart C of 21 CFR part 10)
concerning the policy and procedures
for electronic media coverage of FDA’s
public administrative proceedings,
including hearings before public
advisory committees under 21 CFR part
14. Under 21 CFR 10.205,
representatives of the electronic media
may be permitted, subject to certain
limitations, to videotape, film, or
otherwise record FDA’s public
administrative proceedings, including
presentations by participants.

Meetings of advisory committees shall
be conducted, insofar as is practical, in
accordance with the agenda published
in this Federal Register notice. Changes
in the agenda will be announced at the
beginning of the open portion of a
meeting.

Any interested person who wishes to
be assured of the right to make an oral
presentation at the open public hearing
portion of a meeting shall inform the
contact person listed above, either orally
or in writing, prior to the meeting. Any
person attending the hearing who does
not in advance of the meeting request an
opportunity to speak will be allowed to
make an oral presentation at the
hearing’s conclusion, if time permits, at
the chairperson’s discretion.

The agenda, the questions to be
addressed by the committee, and a
current list of committee members will
be available at the meeting location on
the day of the meeting.

Transcripts of the open portion of the
meeting may be requested in writing
from the Freedom of Information Office
(HFI–35), Food and Drug
Administration, 5600 Fishers Lane, rm.
12A–16, Rockville, MD 20857,
approximately 15 working days after the
meeting, at a cost of 10 cents per page.
The transcript may be viewed at the

Dockets Management Branch (HFA–
305), Food and Drug Administration,
12420 Parklawn Dr., rm. 1–23,
Rockville, MD 20857, approximately 15
working days after the meeting, between
the hours of 9 a.m. and 4 p.m., Monday
through Friday. Summary minutes of
the open portion of the meeting may be
requested in writing from the Freedom
of Information Office (address above)
beginning approximately 90 days after
the meeting.

This notice is issued under section
10(a)(1) and (a)(2) of the Federal
Advisory Committee Act (5 U.S.C. app.
2), and FDA’s regulations (21 CFR part
14) on advisory committees.

Dated: October 18, 1996.
Michael A. Friedman,
Deputy Commissioner for Operations.
[FR Doc. 96–27278 Filed 10–23–96; 8:45 am]
BILLING CODE 4160–01–F

Health Care Financing Administration

[Document Identifier: HCFA–1500]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summaries of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

1. Type of Information Collection
Request: Reinstatement, with change, of
previously approved collection for
which approval has expired; Title of
Information Collection: Medicare/
Medicaid Health Insurance Common
Claim Form and Instructions, and
Supporting Regulations 42 CFR 424.32
(Basic Requirements for all Claims) and
42 CFR 414.40 (Coding and Ancillary
Policies); Form No.: HCFA–1500; Use:

This form and instructions are
standardized for use in the Medicare/
Medicaid programs to apply for
reimbursement for covered services.
HCFA does not require exclusive use of
this form for Medicaid. 42 CFR 424.32
and 42 CFR 414.40 are regulations
underlying the use of the form HCFA–
1500 and the information captured on
the form HCFA–1500, including the use
of diagnostic and procedural coding
systems. HCFA solicits comments on
any and all aspects of the HCFA–1500,
and the use of diagnostic and
procedural coding systems: HCFA
currently uses the most current version
of the ICD–9–CM and CPT/HCPCS;
Frequency: On occasion; Affected
Public: Business or other for profit, not
for profit institutions, State, local or
tribal government; Number of
Respondents: 976,239; Total Annual
Responses: 644,802,413; Total Annual
Hours: 46,797,008.

To obtain copies of the supporting
statement and any related forms and
instructions for the proposed paperwork
collection referenced above, E-mail your
request, including your address and
phone number, to JBurke1@hcfa.gov, or
call the Reports Clearance Office on
(410) 786–1325. Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Financial and Human
Resources, Management Analysis and
Planning Staff, Attention: John Burke,
Room C2–26–17, 7500 Security
Boulevard, Baltimore, Maryland 21244–
1850.

Dated: October 15, 1996.
Edwin J. Glatzel,
Director, Management Analysis and Planning
Staff, Office of Financial and Human
Resources, Health Care Financing
Administration.
[FR Doc. 96–27292 Filed 10–23–96; 8:45 am]
BILLING CODE 4120–03–P

[HCFA–R–137]

Emergency Clearance: Public
Information Collection Requirements
Submitted to the Office of Management
and Budget (OMB)

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services (DHHS), has submitted
to the Office of Management and Budget
(OMB) the following request for
Emergency review. We are requesting an
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